DEPARTMENT" OF HEALTH & HUMAN SERVICES Public Heaith Service

Fooa and Drug Administration
Wasnington DOC 20204

FEB 13 i3

Dr. I N. Mutz

Monsanto Company

700 Chesterfield Parkwayv North
St. Louis, MO 65198

Dear Dr. Mutz:

This is in regard to vour genetically modified Roundup Ready com Iine GA?2] about which
vou initiated consolations with the Agency on August 20. 1997 According to Monsanto,
the Roundup Ready com line GA2] has been modified 1o be Roundup (N-
phosphonomethvi-givcine resistant.

As part of bringing vour consuitation with FDA regard this product to closure. vou
submitted a summary of vour safety and nutritional assessment of the Roundup Ready
corn line GA21 on August 20, 1997 These communications mformed FDA of the steps
taken by Monsanto to ensure that this product complies with those legal and regulatory

issues that would require premarket review or approval of FDA. All matenals relevant to
this consuitation have been placed in a file that has been designated BNF 000051 and will
be maintained by the Office of Premarker Approval

Based on the information Monsanto has presented to FDA. we have no further questions
oncerning the Roundup Ready com line GA21 at this time. However. as vou are aware.
it is Monsanto's continued responsibility to ensure that foods the firm markets are safe,
whoiesome. and in compliance with ail applicable legal and regulatory requirements.

Sincerely vours.
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Alan M. Rulis. Ph. D.
Director
Office of Premarket Approvai
Center for Food Safery

and Appiied Nutrtion



